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OFFICE OF CHEMICAL SAFETY
AND POLLUTION PREVENTION

October 20, 2017

Ms. Anna Armstrong, Agent

Rotam Limited

c/o Wagner Regulatory Associates. Inc.
P.O. Box 640

7217 Lancaster Pike. Suite A
Hockessin. DE 19707

Subject: Label Amendment — Updating Respirator Statement
Product Name: Oxamyl Technical
EPA Registration Number: 81598-17
Application Date: October 12, 2017
Decision Number: 534715

Dear Ms. Armstrong:

The amended label referred to above, submitted in connection with registration under the Federal
Insecticide, Fungicide and Rodenticide Act. as amended. is acceptable. This approval does not
affect any conditions that were previously imposed on this registration. You continue to be
subject to existing conditions on your registration and any deadlines connected with them,

A stamped copy of your labeling is enclosed for your records. This labeling supersedes all
previously accepted labeling. You must submit one copy of the final printed labeling before you
release the product for shipment with the new labeling. In accordance with 40 CFR 152.130(c),
you may distribute or sell this product under the previously approved labeling for 18 months
from the date of this letter. After 18 months. you may only distribute or sell this product if it
bears this new revised labeling or subsequently approved labeling. “To distribute or sell” is
defined under FIFRA section 2(gg) and its implementing regulation at 40 CFR 152.3.

Should you wish to add/retain a reference to the company’s website on your label, then please be
aware that the website becomes labeling under the Federal Insecticide Fungicide and Rodenticide
Act and is subject to review by the Agency. If the website is false or misleading, the product
would be misbranded and unlawful to sell or distribute under FIFRA section 12(a)(1)(E). 40
CFR 156.10(a)(5) list examples of statements EPA may consider false or misleading. In addition,
regardless of whether a website is referenced on your product’s label, claims made on the
website may not substantially differ from those claims approved through the registration process.
Therefore. should the Agency find or if it is brought to our attention that a website contains false
or misleading statements or claims substantially differing from the EPA approved registration,
the website will be referred to the EPA’s Office of Enforcement and Compliance.

SEE NEXT PAGE






81598-17.20171012.V1 Rotam Limited
. .yl Technical = EPA Initiated Label Amendment
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Oxamyl Technical

INSECTICIDE/NEMATICIDE
FOR FORMULATING USE ONLY
ACTIVE INGREDIENT: BY WT.
Oxamyl
Methyl N'N’-dimethyl-N-[(methylcarbamoyl)oxy]-1-thiooxamimidate..........c.coeeeen. .97.41%
O THER INGREDIENTS . ovsivscsvsissosivsassivsmsbinssvaid o sivssha o sty e st s AN A R s s s s D T
KEEP OUT OF REACH OF CHILDREN
S CEPTED DANGER/PELIGRO
10/20/2017
AR e g1c0g.17
POISON/VENENO
FIRST AID
Contains an N-methyl carbamate that inhibits cholinesterase.
IF SWALLOWED: e (Call a poison control center or doctor immediately for treatment advice.

Drink 1 or 2 glasses of water and induce vomiting by touching back of throat with finger.
Do not induce vomiting or give anything by mouth to an unconscious person.

IF INHALED: e Move person to fresh air.
If person is not breathing, call 911 or an ambulance, then give artificial respiration, preferably
by mouth-to-mouth, if possible.
Call a poison control center or doctor for further treatment advice.
Take off contaminated clothing.
Rinse skin immediately with plenty of water for 15-20 minutes.
Call a poison control center or doctor for treatment advice.
IF IN EYES: ¢ Hold eye open and rinse slowly and gently with water for 15-20 minutes.
s Remove contact lenses, if present, after the first 5 minutes, then continue rinsing eye.
e Call a poison control center or doctor for treatment advice.
ATROPINE IS AN ANTIDOTE: SEEK MEDICAL ATTENTION AT ONCE IN ALL CASES OF SUSPECTED POISONING
If symptoms appear (see SYMPTOMS), get medical attention.
SYMPTOMS: Oxamyl poisoning produces effects associated with anticholinesterase activity which may include
weakness, blurred vision, headache, nausea, abdominal cramps, discomfort in the chest, constriction of pupils,
sweating, slow pulse, muscle tremors.

IF ON SKIN OR
CLOTHING:

NOTE TO PHYSICIAN
TREATMENT: Atropine sulfate should be used for treatment. Administer repeated doses, 1.2 to 2.0 mg intravenously
every 10 to 30 minutes until full atropinization is achieved. Maintain atropinization until the patient recovers. Artificial
respiration or oxygen may be necessary. Allow no further exposure to any cholinesterase inhibitor until recovery is

assured. Do not use morphine or 2-PAM.

HOT LINE NUMBER
Have the product container or label with you when calling a poison control center or doctor, or going for treatment.
For 24-Hour Medical Emergency Assistance (Human or Animal), call: 1-800-222-1222. For Chemical Emergency
Assistance (Spill, Leak, Fire, or Accident), call CHEMTREC: 1-800-424-9300.

Manufactured For: EPA Reg. No.: 81598-17
Rotam Limited EPA Est. No.:

Unit 6, 26/F Trend Centre

29 Lee Chung Street Net Contents:

Chai Wan, Hong Kong









Submitted Electronically via Email

WRA

Wagner Regulatory Associates, Inc

October 12, 2017

Document Processing Desk (AMEND) P.O,BoxbBso
ATTN: Michael Walsh, PM No. 11 7237 L aniaste Pike, Sunrte‘#‘
Registration Division Hockessin, Delaware 19707

U.S. Environmental Protection Agency
Office of Pesticide Programs (7504P)
Room S§-4900, One Potomac Yard
2777 South Crystal Drive

Arlington, Virginia 22202-4501

Subject: Oxamyl Technical - (EPA Reg. No. 81598-17)- EPA Initiated Label Amendment
Dear Mr. Walsh:

Wagner Regulatory Associates, Inc., as agent for Rotam Limited (EPA Co. Number 81598), respectfully
submits the attached label amendment as required by EPA Correspondence Dated October 10, 2017.

In support of this submission, the following documents are attached:

Letter from Rotam Limited. appointing WRA, Inc. as its agent
Application for Pesticide Registration (8570-1)

Draft labeling

Certification with Respect to Label Integrity

Reference copy of Agency Correspondence with required changes

Please do not hesitate to contact me should you have any questions regarding this submission. Thank you
in advance.

Respectfully submitted,

3} .
o S g ek & N

W
Anna Armstrong
Agent for Rotam Limited
Tel: 302-510-0039 email: anna@wagnerreg.com

Enclosures
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May 23,2017

To:  Whom it May Concern

Re: ROTAM LIMITED (Firm Number: 81598)

This letter serves as notification that ROTAM LIMITED has appointed Wagner
Regulatory Associates, Inc. (WRA, Inc.) to serve as the Agent on our company'’s behalf
regarding state and/or federal regulatory matters as determined by ROTAM LIMITED.
The following employees of Wagner Regulatory Associates, Inc. are authorized to act on
our behalf:

James Wagner Cheryl Wagner

Email: james@wagnerreg.com Email: cheryl{@wagnerreg.com
Phone: 302-635-7290 Phone: 302-635-7289

Anna Armstrong Barbarette Young-Henry

Email: annaf@wagnerreg.com Email: barbarette@wagnerreg.com
Phone: 302-510-0039 Phone: 302-635-7279

Carrie Nolan Kt Woodall

Email: carrie(@wagnerreg.com Email: ktwoodall@wagnerreg.com
Phone: 302-635-7632 Phone: 302-635-7283

Catherine Parmeter
Email: Catherine(@wagnerreg.com
Phone: 410-920-8756

Correspondence can be addressed to any of the above employees at:

Wagner Regulatory Associates
P. O. Box 640
Hockessin, DE 19707-0640

Correspondence Address: 26/F, E-Trade Plaza, 24 Lee Chung Street, Chai Wan, Haong Kong
Registered Olfice: Unit &, 26/F Trend Centrz, 29 Cheung Lee Street, Chai Wan, Hong Kong
Tel (852) 2896 0662 Fax: (852) 2558 6577 contact{@rotam.com  www rolam com



Rotam Ltd. L:ofAm

Thank you for your time and assistance. Please feel free to contact Wagner Regulatory
Associates should you have any questions.

Respectfully submitted,

< Por end on \:chalf of P
ROTAM LIMITED

Yifan Wu

Head of Research, Development and Registration Division
ROTAM LIMITED

Tel: 86-512-5790 3076

Fax: 86-512-5771 8692

Email: yifanwu@rotam.com

cc: WRA, Inc.,

Cornespondence Address; 26/F E-Trade Plaze, 24 Lee Chung Street, Chai Wan, Hong Kong
Reqistered Office: Unit 6, 26/F Trend Centre, 29 Cheung Lee Street, Chai Wan, Hong Kong
Tel: (852) 2896 0662 Fax: (852) 2558 6577  contact@rotam.com  www.rotam. com

Flesan Kon o Twswart: L1
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PROCESSING REQUEST

Reg # 81598-17 Decision # 523784

Description: Expedited for Onion Growers

Rotam — New Oxamyl Technical Product

PRIA Due Date: 10/16/2017 (completed more than 6 months and 3 weeks before due date)

Electronic Label & Letter Non Electronic

; OR Label & Letter
el (Scanning required):
Dated: 3/24/17 [1 Dated:

*#*Only one label type should be selected***

Other Materials Sent (see jacket):

New CSF(s) Dated:  Basic CSF: 11/21/2016

I:l Other:

File this coversheet and attached materials in the jacket. It must be well organized
and clipped together, NOT STAPLED. Then give the jacket with the coversheet and
materials to staff in the Information Services Center (ISC) (Room S-4900). If a
jacket is full or only available as an image, please file materials in a new jacket and
bring it down to the (ISC). For further information please call 703-605-0716.

Reviewer: Michael Walsh, PM 11 for Carlyn Petrella

Division: RD/IVB2

Phone: 308-2972 Date: 3/24/2017
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
WASHINGTON, DC 20460
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OFFICE OF CHEMICAL SAFETY
AND POLLUTION PREVENTION

October 10, 2017

Mr. James Wagner. Agent

Rotam Limited

c/o Wagner Regulatory Associates, Inc.
P.O. Box 640

7217 Lancaster Pike. Suite A
Hockessin. DE 19707

Subject: Agency Initiated Action — Updating Respirator Requirement
Product Name: Oxamy! Technical
EPA Registration Number: 81598-17

Dear Mr. Wagner:

Upon review of the product record. it has come to the Agency’s attention that the following
changes should be made to the product label:

¢ Replace the respirator requirement that now reads “Wear a NIOSH approved particulate
respirator with any N. R or P filter with NIOSH approval number prefix TC-84A: or a
NIOSH approved powered air purifying respirator with HE filter with NIOSH approved
number prefix TC-21C.” with “Wear a minimum of an elastomeric half face NIOSH
approved respirator with organic vapor (OV) cartridges and a combination N, R or P
filter (TC-84A): or a NIOSH approved gas mask with an OV canister (TC-14G); or a

NIOSH approved powered air purifying respirator with an OV cartridge and combination
HE filter (TC-23C).

Please submit a revised label within 10 business days of the date of this letter. If you have any

questions, please contact Carlyn Petrella by phone at (703) 347-0439. or via email at
petrella.carlvni@iepa.vov.

Sincerely,

Michael Walsh

Product Manager 11

Invertebrate & Vertebrate Branch 2
Registration Division

Oftice of Pesticide Programs

13



Note to: ITRMD

81598-RT / 81598-17

A legal challenge based on
Data Compensation is likely for this
product.

Please do not remove any of the
documents in the jacket without first
contacting the Product Manager for
Oxamyl.

Thank you.
Michael Walsh, Tel: 308-2972



SITEP Sﬁ% U'S ENVIRONMENTAL PROTECTION AGENCY EPA Reg. Number: Date of Issuance:

2 B Office of Pesticide Programs
£ :
W ; y iyl #
@ 2 Registration Division ( 7505P) 81598-1 7 3;24;] 7
%‘4? 0‘3 1200 Pennsylvania Ave _ N W
AL ppot®

Washimngton, D.C. 20460

NOTICE OF PESTICIDE;
_X Registration L
___Reregistration Conditional

Term of Issuance:

{under FIFRA, as amended)
Name of Pesticide Product:

Oxamyl Technical

Name and Address of Registrant (include ZI1P Code);

James Wagner, Agent

Rotam Limited

c/o Wagner Regulatory Associates
PO Box 640

7217 Lancaster Pike, Suite A
Hockessin, Delaware 19707

Note: Changes in labeling differing in substance from that accepted in connection with this registration must be submutted to and accepted by the

Registration Division prior to use of the label in commerce. In any correspondence on this product always refer to the above EPA registration number

On the basis of information furnished by the registrant. the above named pesticide is hereby registered
under the Federal Insecticide, Fungicide and Rodenticide Act.

Registration is in no way to be construed as an endorsement or recommendation of this product by the
Agency. In order to protect health and the environment, the Administrator, on his motion, may at any
time suspend or cancel the registration of a pesticide in accordance with the Act. The acceptance of any
name in connection with the registration of a product under this Act is not to be construed as giving the
registrant a right to exclusive use of the name or to its use if it has been covered by others.

This product is conditionally registered in accordance with FIFRA section 3(e)7)(A). You must comply
with the following conditions:

I Submit and/or cite all data required for registration/reregistration/registration review of your
product under FIFRA when the Agency requires all registrants of similar products to submit such
data.

Signature of Approving Official: Date:

o

“L gt 3/24/17

Michael Walsh, Product Manager 11
Invertebrate & Vertebrate Branch #2
Registration Division (7505P)

EPA Form 8570-6

15



Page 2 of 2
EPA Reg. No. 81598-17
Decision No, 523784

(]

You are required to comply with the data requirement described in the DCI identified below:
a. Oxamyl GDCI-103801
You must comply with all of the data requirements within the established deadlines. If you have

questions about the Generic DCI listed above, you may contact the Chemical Review Manager in
the Pesticide Reevaluation Division: htip://iaspub.epa.cov/apex/pesticides/p=chemicalsearch: |

3. Make the following label changes before you release the product for shipment:
* Revise the EPA Registration Number to read, “EPA Reg. No. 81598-17."

4. Submit one copy of the final printed label for the record before you release the product for
shipment.

Should you wish to add/retain a reference to the company’s website on your label, then please be aware
that the website becomes labeling under the Federal Insecticide Fungicide and Rodenticide Act and is
subject to review by the Agency. If the website is false or misleading, the product would be misbranded
and unlawful to sell or distribute under FIFRA section [2(a)(1)(E). 40 CFR 156.10(a)(5) list examples
of statements EPA may consider false or misleading. In addition, regardless of whether a website is
referenced on your product’s label, ¢claims made on the website may not substantially differ from those
claims approved through the registration process. Therefore. should the Agency find or if it is brought to
our attention that a website contains false or misleading statements or claims substantially differing from
the EPA approved registration, the website will be referred to the EPA"s Office of Enforcement and
Compliance,

It you fail to satisfy these data requirements. EPA will consider appropriate regulatory action including,
among other things, cancellation under FIFRA section 6(e). Your release for shipment of the product
constitutes acceptance of these conditions. A stamped copy of the label is enclosed for your records.
Please also note that the record for this product currently contains the following CSFs:

e Basic CSF dated 11/21/2016

If you have any questions, please contact Carlyn Petrella by phone at 703-347-0439, or via email at
petrella.carlyn@epa.gov.

Attachment

16



81598-XXXXX.20161121.V5 Rotam Limited
Oxamyl Technical - Draft Label

Page1of 3
L]
Oxamyl Technical
INSECTICIDE/NEMATICIDE
FOR FORMULATING USE ONLY
ACTIVE INGREDIENT: BY WT.
Oxamyl
Methyl N'N’-dimethyl-N- [(methylcarbamoyl]oxv] -1-thiooxamimidate... sl TR R B e A
OTHER INGREDIENTS: . sss i R A e R Db A A e I I P
TOTAL: .............. e s e R TR P R et G st niserssans L OCHOY
KEEP OUT OF REACH OF CHILDREN
DANGER/PELIGRO
ACCEPTED
03/24!201 7
""".‘""" A .81..595-1?
POISON/VENENO
FIRST AID
Contains an N-methyl carbamate that inhibits cholinesterase.
IF SWALLOWED: e (all a poison control center or doctor immediately for treatment advice.

Drink 1 or 2 glasses of water and induce vomiting by touching back of throat with finger.
Do not induce vomiting or give anything by mouth to an unconscious person.

IF INHALED: » Move person to fresh air.

If person is not breathing, call 911 or an ambulance, then give artificial respiration, preferably
by mouth-to-mouth, if possible.

Call a poison contral center or doctor for further treatment advice.

IF ON SKIN OR * Take off contaminated clothing.
CLOTHING: e Rinse skin immediately with plenty of water for 15-20 minutes.
+ (Call a poison control center or doctor for treatment advice.
IF IN EYES: * Hold eye open and rinse slowly and gently with water for 15-20 minutes.
* Remove contact lenses, if present, after the first 5 minutes, then continue rinsing eye.

Call a poison control center or doctor for treatment advice.

ATROPINE IS AN ANTIDOTE: SEEK MEDICAL ATTENTION AT ONCE IN ALL CASES OF SUSPECTED POISONING
If symptoms appear (see SYMPTOMS), get medical attention.
SYMPTOMS: Oxamyl poisoning produces effects associated with anticholinesterase activity which may include
weakness, blurred vision, headache, nausea, abdominal cramps, discomfort in the chest, constriction of pupils,
sweating, slow pulse, muscle tremors.

NOTE TO PHYSICIAN
TREATMENT: Atropine sulfate should be used for treatment. Administer repeated doses, 1.2 to 2.0 mg intravenously
every 10 to 30 minutes until full atropinization is achieved. Maintain atropinization until the patient recovers. Artificial
respiration or oxygen may be necessary. Allow no further exposure to any cholinesterase inhibitor until recovery is
assured. Do not use morphine or 2-PAM.

HOT LINE NUMBER
Have the product container or label with you when calling a poison control center or doctor, or going for treatment.
For 24-Hour Medical Emergency Assistance (Human or Animal), call: 1-800-222-1222. For Chemical Emergency
Assistance (Spill, Leak, Fire, or Accident), call CHEMTREC: 1-800-424-9300.

Manufactured For: EPA Reg. No.: 81598-XX
Rotam Limited EPA Est. No.:

Unit 6, 26/F Trend Centre

29 Lee Chung Street Net Contents:

Chai Wan, Hong Kong

17



18



19



20



# Decision Information for 81598-17 = | E s

— e o el

| Decision Seq: 523784 Action Code ,..33,NEW PRODUCT;MUP OR END USE PRODUCT Wi .. Ul]I I Decision Status

i FFS Start Date; 14-Dec-2016 Tentative Ind:  No ‘Stan/Stop Clock | FQPA Clock: ~ Tracking
Due Date:  16-Oct-2017 75-Day Due Date: Days Elapsed:

OPP Target Due Date 21Day Due Date: 14-Dec-2016  FFS Original Decision: FFS Letters
Negotiated Due Date: 90-Day Due Date:  14-Mar-2017 =
Registrant Response |@| Predecisional g5 612017 it Birtd]e? | Pt Code Histiny

Due Date = Due Date = ) | Secondary Decision
Current Status: CLOSED (24-Mar-2017) Bundle ID: BI-10343 | Decision Bundle
‘ Decision Ownership = Receipts |4 Dsata Package _ Reduced Risk ! Meetings & Milestones ~ &BFFS Information

[T 75 Day Letters  :4145/90 Day Screen  Pnmary Decisions  Decision Milestone

| |
& FFS Megotiated Due Dates [ OPP Target Due Date Decision Comments En

! EXPEDITED - ACTION COMPLETED 6 MONTHS + 3 WEEKS BEFORE PRIA DATE.
| | This 1s a Rotam Limited new oxamyl product application and is associated with:

- Parent: 81598-RT (THIS PRODUCT IS PARENT), -Children- 81598-RA (MUP);
83100-LE (end-use), 83100-LG (end-use). NOTE: Per management, HED and EFED
review not required. DuPont/Patricia Devine contacted the PM by phone indicating that
Rotam has not yet made an Offer to Pay. and that DuPont believes they are due
compensation for oxamyl data generated for registration review. Per OGC's
recommendation, Rotam's agent was asked to provide the letters and confirm receipt for
Genernic Data Offer to Pay. A complete set of letters and signed certified mail cards was
‘ provided. RD not aware of any data comp issues at reqistration. See jacket for details.

| Viewing Record 1 of 1

J

o ey o

LS FPIR fp7 Tl T IRl I EETO =Y AcorE&E %
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Walsh, Michael

From: Petrella, Carlyn

Sent: Thursday, March 16, 2017 2:13 PM
To: Walsh, Michael

Subject: FY! FW: Oxamyl

Hi Mike.

DCl is still open for Oxamyl, so will be a conditional registration.
Thanks,

Carlyn

From: Piansay, Maria

Sent: Thursday, March 16, 2017 2:00 PM

To: Petrella, Carlyn <Petrella.Carlyn@epa.gov>
Subject: RE: Oxamyl

Hi Carlyn - sorry it took a while to respond. | told you over the phone this morning that | would
check on the status of the DCl and what | found out is there is one data gap that the registrant is
still trying to fulfill (a pollinator study), therefore, | can tell you for sure that the DCI has not been
closed for oxamyl.

Thank you and if you have more questions, let me know.
Maria

From: Petrella, Carlyn

Sent: Wednesday, March 15, 2017 10:01 AM
To: Piansay, Maria <Piansay.Maria @epa.gov>
Cc: Walsh, Michael <Walsh.Michael@epa.gov>
Subject: Oxamyl

Hi Maria.
Just a few things regarding oxamyl.

I wanted you to know that RD recently approved a new source of oxamyl for DuPont. IVB2 also has five new product
applications pending for oxamyl products. Four of the actions are from Rotam and one is from Orion. They have various
PRIA due dates, but RD is expediting a few of the actions to make oxamyl available to growers as soon as possible.

| also wanted to know if there are any open DCls for oxamyl. | think the DCl is closed as closed as of 2013, but | just
wanted to be sure since we will uses the information to determine the type of registration - - conditional or
unconditional.

Please let me know as soon as possible about the DCls.

Many thanks.

- I — - 1]

Carlyn ey DA
' ~ el T st AL o Sy L=
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Petrella, Carlyn

From: Anna Armstrong <Anna@wagnerreg.com>
Sent: Tuesday, March 14, 2017 11:20 AM

To: Petrella, Carlyn

Subject: RE: EPA File Symbol 81598-RT

Hi Carlyn —thanks. Glad you didn't have to go in. It is nasty out with the ice.

I'am hopeful that we will have the labels done today! May be wishful thinking — | have the tech label done. The product
is offered in a polyethylene lined fiber container.

Thank you for the heads up about your absence. | hope all is ok with you.

Yes, it will be ok to send the tox reviews by email. | understand that they are CBI and give permission for you to send by
email.

Thank you very much.
Anna

From: Petrella, Carlyn [mailto:Petrella.Carlyn@epa.gov]
Sent: Tuesday, March 14, 2017 11:13 AM

To: Anna Armstrong <Anna@wagnerreg.com>

Subject: RE: EPA File Symbol 81598-RT

Hi Anna.

It's pretty icy down here. I'm warking from home today. | think most everyone is today.

| can send you the tox reviews for the two products if that will help. They are CBI though, and we can’t guarantee our
email is secure. | can password protect them, and send the password along separately, but there is some risk involved. |

can get those to you tomorrow morning when | am back in the office if that will be helpful.

Also, as an FYI, my last day in the office for a while is March 22, [t'd be great if we can get these labels finished up before
then, because I’'m not sure who will be available to work on them if | don’t finish them up.

Thanks for your time,

Carlyn

From: Anna Armstrong [mailto:Anna@wagnerreg.com]
Sent: Tuesday, March 14, 2017 10:58 AM

To: Petrella, Carlyn <Petrella.Carlyn@epa.gov>
Subject: RE: EPA File Symbol 81598-RT

Hi Carlyn,
Thanks so much. | really appreciate. | believe the technical is in a fiber lined container — | will confirm ASAP.

How is the weather down your way? We are in Delaware and some snow — but a lot of ice. Our office is closed today —
but | work from home except for on Mondays ...
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

=0 57,
SO Tar WASHINGTON, D.C. 20460

$

}4{ PRI C""

b,
o AGENS

o

OFFICE OF CHENICAL SAFETY
AND POLLUTION PREVENTION

OFFICE OF PESTICIDE PROGRAMS

REGISTRATION DIVISION (75051)

March 6. 2017

MEMORANDUM:

Subject: Name of Pesticide Product: OXAMYL TECHNICAL
EPA Reg. No. /File Symbol: 81598-RT
DP Barcode: DP 437747
Decision No.: 523784
Action Code: R333
Submission: #995323
[E-Sub. #15645
PC Code: 103801 (Oxamyl: 97.41%)

From; Byron T. Backus. Ph.D.. Toxicologist O ._Y__‘_,; (3 s .
GIsm, DA, e Fip &2 7
Registration Division (7505P)

Through: P.V. Shah, Ph.D.. Branch Chief 0\’\
CITAB N \(p\?-
Registration Division (7505P) >

To: Carlyn Petrella / Richard Gebken, RM 11
IVI32

Registration Division (7505P)
Registrant:  ROTAM LIMITED

FORMULATION FROM PROPOSED LABEL:
Active Ingredient(s): by wt.
103801 Oxamyl
Methyl N'N -dimethyl-N- -[(methylcarbamoyl)oxy]-1-thiooxamimidate 97.41%
Other Ingredients: 2.59%
TOTAL 100.00%

ACTION REQUESTED: “ASSOCIATED ACTIONS: 81598-RA: 83100-LE: 83100-LG. ..
CITAB Acute Toxicology: Please note that this Oxamyl Technical product is the parent to the
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*Product ingredient source information may be entitled to confidential treatment*

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
WASHINGTON, D.C. 20460
OFFICE OF CHEMICAL SAFETY AND POLLUTION PREVENTION
._«*“c ""?, s OFFICE OF PESTICIDE PROGRAMS REGISTRATION DIVISION (7505¢)

DP BARCODE No.: D437746; FILE SYMBOL No.: 81598-RT; PRODUCT NAME: Oxamy! Technical;
DECISION No.:523784; PC Code(s): 103801; ACTION CODE: R333; FOOD Use_ Yes

DATE: February 28, 2017

SUBJECT: Product Chemistry Review of “Oxamyl| Technical” .} ?

FROM: Shyam Mathur, Ph. D QDM © 3oL

Product Chemistry Team Leader (¢ 2D
Chemistry, Inerts & Toxicology Assessment Branch (CITAB)/RD (7505P) \ S '
TO: Carlyn Petrella / Richard Gebken, RM 11
I-V Branch 2 / RD (7505P)

REGISTRANT: Rotam Limited

MRID Numbers: 50087801 to 50087804 and 50087812

INTRODUCTION:

The registrant has submitted an application for the registration of the new technical product “Oxamyl|

Technical”. In support of the application, the registrant has submitted a basic CSF (dated November 21,
2016) and the supporting product chemistry data with MRID Nos. 50087801 to 50087804 and 50087812
h o

The registrant has claimed that the proposed
echnical Is substantially similar to the registered product with Reg, No. 352-400.

CITAB has been asked to determine the acceptability of the proposed basic CSF & the supporting
product chemistry data and also determine similarity to the cited product.

SUMMARY OF FINDINGS:
1. Group A guidelines:
830.1550 (product identity & compasition)
The submitted data are acceptable. Active ingredient and process-related impurities were adequately
described (MRID 50087801 and basic CSF). The nominal concentration of the active ingredient in the
proposed basic CSF (97.41%, nominal) is the average derived from the 5 batch preliminary analysis.
The information presented meets the data requirements for 40CFR 158.320
830.1600 (description of materials used to produce the product)
The product chemistry data submitted for the guideline 830.1600 (description of starting materials) are
acceptable. The MSDSs of all the starting materials, and their suppliers and specifications are

provided in the study with MRID 50087801. The information presented meets the data requirements
for 40CFR 158.325.
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*Manufacturing process information may be entitled to confidential treatment*

DP BARCODE No.: D437746; FILE SYMBOL No.: 81598-RT; PRODUCT NAME: Oxamyl Technical:
DECISION No.:523784; PC Code(s): 103801: ACTION CODE: R333;: FOOD Use: Yes

830.1620 (description of production process)

The product chemistry data submitted data for the guideline 830.1620 (description of production
process) are acceptable. The oxamyl technical was The
registrant has provided details of the each step of the proauction process with flow cnars, chemical

reactions pathways, and quality control measures in MRID 50087801. The information presented
meets the data requirements for 40CFR 158.330.

830.1670 (discussion on the formation of impurities)

The product chemistry data submitted for the guideline 830.1670 (discussion on the formation of
impurities) are acceptable. Detailed information regarding the origins of impurities was provided (MRID
50087801). Potential impurities were identified a ntified as part of the five-batch analysis (MRID
50087802). The registrant identified & quantified impurities in addition to [Jfrne registrant
has provided mechanisms of their formation. The registrant has also discussed the toxicity of one
impurity. The toxicity prediction has been submitted by using DEREK NEXUS modeling and referring

the available toxicity studies. The information presented meets the data requirements for 40CFR
1568.340.

830.1700 (preliminary analysis)

The five-batch analysis of the oxamyl technical was conducted to determine the contents of the

active ingredient and the associated impurities as described under MRID No.50087802. The

contents of the Al was determined by HPLC-UV with internal standard quantification method and its
identity was confirmed by IR, UV, THNMR, BCNMR & LC-MS. The quantitation of significant impurities
was conducted by HPLC-UV with external standard quantification method. The structure of impurities
were confirmed by UV, IR & MS. The LOD & LOQ were determined for the impurities. The analytical

methods were validated for linearity, accuracy and precision. The data submitted satisfy the data
requirements of 40CFR§158.345.

830.1750 (certified limits)

The product chemistry data submitted for the guideline 830.1750 satisfy the data requirements of
40CFR§158.350. The registrant has proposed the nominal concentration of 97.41% for the active
ingredient oxamyl which is also the product label claim nominal concentration. The proposed upper

and lower certified limits for the A.l. are based on the standard certified limits, whereas the certified
limits for the impurities are based on batch analysis (MRID No. 50087802).

830.1800 (enforcement analytical method)

The validated analytical method was used for the determination of the Al in Oxamyl technical. A high
performance liquid chromatography (HPLC-UV) with detector operating at 240 nm was used for the
determination of oxamyl. The quantitation was done by internal standard method. The method was
validated for specificity, linearity, precision and accuracy. (MRID 50087803). The information
presented meets the data requirements for 40 CFR §158.355.

2 Group B guidelines (physical-chemical properties):

The submitted group B product chemistry under MRID No. 50087804 satisfy the data requirements of

40CFR§158.310. The registrant has also requested waivers for few of the group B product chemistry data
under MRID No. 50087812.

2
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DP BARCODE No.: D437746; FILE SYMBOL No .- 81598-RT; PRODUCT NAME: Oxamy! Technical;
DECISION No.:523784; PC Code(s): 103801: ACTION CODE: R333; FOOD Use: Yes

830.1550. Product identity & composition: (MRID No. 50087801)

Common name - Oxamy|
Chemical name : NN-dimethyl-2-methylearbamoy loxyimino-2-

(methylthio)acetamide (IUPAC)

CAS No. : [23135-22-0]
Molecular formula : C7H1:N5058
Molecular weight : 2193
Structural formula ; Q O
\N)‘\_O, N\\/U\N/
H é |

o

Manufacturing plant

Plant site

*Product ingredient source information may be entitled to confidential treatment*
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DP BARCODE No.: D4377  FILE SYMBOL No.: 81598-RT, PRODUL  IAME: Oxamy! Technical;
DECISION No.:523784; PC Code(s): 103801; ACTION CODE: R333; FOOD Use: Yes

830.1800 (enforcement analytical method)

(MRID No. 50087803)

The content of the active ingredient oxamyl was determined by Test Method CIPAC (M) 342/TC/M/-:

Oxamyl Technical. The analytical method used HPLG-UV (240 nm) with internal standard quantification.

The method was validated for linearity, accuracy & precision. Summary of Method Validation is provided
in the following table.

Parameters Results
Specifici No peak was observed interfering with
PAREICY the peak of
Linearity 24.74 mg to 50.51 mg in 25
Linearity :
range ml solution
Slope 0.0186
Correlation 0.9997
St i RSD 0.06%
stem precis
Sy e Horwitz 3.57%
oy RSD 0.20%
Assay precision .
Horwitz 1.34%

Equipment and Parameters

HPLC: with G1311 A pump System with DAD

Column: XDB-Cs (150 mm x 4.6 mm: 5 pm)

Mobile Phase: Milli-Q Water (adjusted to PH =2.7 with HsPQs) + Acetonitrile [90% + 10% (v/v)];
Flow Rate: 2.0 ml/min

Detector: UV operating at 240 nm

Temperature: 40°C

Injection volume: 5 pL

Retention time for the Al: about 3.0 minutes; Acetanilide (I1S) = about 6.3 minute

See the details of the method under MRID No. 50087803.
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DP BARCODE No.: D4377 ‘ILE SYMBOL No.: 81598-RT: PRODUt  |AME: Oxamyl Technical;
DECISION No.:523784; PC Code(s): 103801: ACTION CODE: R333; FOOD Use_Yes

CONFIDENTIAL APPENDIX

830.1600 (description of materials used to produce the product)

(MRID No. 50087801

830.1620 (description of production process)

(MRID provided No. 50087801)

Manufacturing facility

Production process:

*Manufacturing process information may be entitled to confidential treatment*

*Product ingredient source information may be entitled to confidential treatment*




*Pages 46-54 Manufacturing process information may be entitled to confidential treatment*
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N - W UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
1] F4 WASHINGTON, D.C. 20460
i)‘t_-wﬂ\:‘h OFFICE OF CHEMICAL SAFETY AND POLLUTION PREVENTION

OFFICE OF PESTICIDE PROGRAMS REGISTRATION DIVISION (7505P)

DP BARCODE No.: D437746: FILE SYMBOL No - 81598-RT (screen); PRODUCT NAME: Oxamyl
Technical; DECISION No.:523784; PC Code(s): 103801: ACTION CODE: R333; FOOD Use; Yes

DATE OUT: February 13, 2017

SUBJECT: 45/90 day screen results for technical product: “Oxamyl Technical” : a \ | ) ’-}
2o 02|

FROM: Shyam Mathur, Chemistry Team Leader, CITAB / RD (7505P) 6 I%‘\J\/\

TO: Carlyn Petrella / Richard Gebken, RM 11, -V Branch 2 / RD (7505P)

Company Name: Rotam Limited

Active Ingredient(s): Oxamyl (97.41%)

MRID No(s).: 50087801 to 50087804 and 50087812

CONCLUSION:

Deficiencies: No
(if there are deficiencies they are indicated below each heading as Note 1, Note 2 Etc)

Group A: All required data submitted

Group B: All required data submitted,

CSF: Proposed Basic CSF (dated 11-21-2016) submitted
DRAFT PRODUCT LABEL: Submitted

Note to PM: If the deficiencies are found in the screen results, please inform the registrant and
bring back to the author of this report the corrected deficiencies in response to 10 day letter. The
corrected deficiencies will be attached to the original bean, if the data package is still in CITAB.
New Bean is required in case the bean has been closed by CITAB. Thank you.
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}""x UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
1 t WASHINGTON, D.C. 20460
Bt g OFFICE OF CHEMICAL SAFETY AND POLLUTION PREVENTION

OFFICE OF PESTICIDE PROGRAMS REGISTRATION DIVISION (75051)

DP BARCODE No.: D437746; FILE SYMBOL No.: 81598-RT (screen); PRODUCT NAME: Oxamyl
Technical; DECISION No.:523784: PC Code(s): 103801; ACTION CODE: R333: FOOD Use: Yes

DATE OUT: February 13, 2017

SUBJECT: 45/90 day screen results for technical product: “Oxamyl Technical”
FROM: Shyam Mathur, Chemistry Team Leader, CITAB / RD (7505P)

TO: Carlyn Petrella / Richard Gebken, RM 11, -V Branch 2 / RD (7505P)
Company Name: Rotam Limited

Active Ingredient(s): Oxamyl (97.41%)

MRID No(s).: 50087801 to 50087804 and 50087812

CONCLUSION:

Deficiencies: No
(if there are deficiencies they are indicated below each heading as Note 1, Note 2 Etc)

Group A: All required data submitted

Group B: All required data submitted,

CSF: Proposed Basic CSF (dated 11-21-2016) submitted
DRAFT PRODUCT LABEL: Submitted

Note to PM: If the deficiencies are found in the screen results, please inform the registrant and
bring back to the author of this report the corrected deficiencies in response to 10 day letter. The
corrected deficiencies will be attached to the original bean, if the data package is still in CITAB.
New Bean is required in case the bean has been closed by CITAB. Thank you.
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Walsh, Michael

From: Petrella, Carlyn

Sent: Thursday, March 16, 2017 2:13 PM
To: Walsh, Michael

Subject: FY| FW: Oxamyl

Hi Mike.

DCl is still open for Oxamyl, so will be a conditional registration.
Thanks,

Carlyn

From: Piansay, Maria

Sent: Thursday, March 16, 2017 2:00 PM

To: Petrella, Carlyn <Petrella.Carlyn@epa.gov>
Subject: RE: Oxamyl

Hi Carlyn - sorry it took a while to respond. | told you over the phone this morning that | would
check on the status of the DCI and what | found out is there is one data gap that the registrant is
still trying to fulfill (a pollinator study), therefore, | can tell you for sure that the DC| has not been
closed for oxamyl.

Thank you and if you have more questions, let me know.
Maria

From: Petrella, Carlyn

Sent: Wednesday, March 15, 2017 10:01 AM
To: Piansay, Maria <Piansay.Maria@epa.gov>
Cc: Walsh, Michael <Walsh.Michael@epa.gov>
Subject: Oxamyl

Hi Maria.
lust a few things regarding oxamyl,

| wanted you to know that RD recently approved a new source of oxamyl for DuPont. IVB2 also has five new product
applications pending for oxamyl products. Four of the actions are from Rotam and one is from Orion. They have various
PRIA due dates, but RD is expediting a few of the actions to make oxamyl available to growers as soon as possible.

I also wanted to know if there are any open DCls for oxamyl. | think the DCl is closed as closed as of 2013, but | just
wanted to be sure since we will uses the information to determine the type of registration - - conditional or
unconditional.

Please let me know as soon as possible about the DCls. P
e _I=

—

Many thanks. P ————

s AT Es
Carlyn
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Flease read instructions on reverse before complelngy form.

Form Approved. Ohic No. 2070-0060. Approval expires 05-31-98

SEPA

United States

Environmental Protection Agency

Washington, DC 20460

v | Registration

Amendment

Other

OPP Identifier Number

Application for Pesticide - Section |

1. Company/Product Number
B81598-XX

2. EPA Product Manager
Richard Gebken

3. Proposed Classification

4. Company/Product (Name)
Rotam Limited / Oxamyl Technical

PV
10

None

Restricted

5. Name and Address of Applicant (Include Zip Code)

Rotam Limited

c/o Wagner Regulatory Associates, Inc.
P.Q. Box 840, 7217 Lancaster Pike, Suite A

Hockessin, DE 19707

D Check if this is a new address

to:

EPA Reg. No,; 352-400

6. Expedited Review. In accordance with FIFRA Section 3(c)(3)
(b)(1), my product is similar or identical in composition and labeling

Product Name: DuPont Oxamyl Technical 42 Insecticide/Nematicide

Section - |l

D Amendment - Explain below.

D Resubmission in response ta Agency letter dated

D Notification - Explain below.

D Final printed labels in response to

Agency lelter dated
E‘I “Me Too" Application,

D Other - Explain below.

Explanation: Use additional page(s) if necessary. (For Section | and Section 1I.)

PRIA Category R333 - Primary Submission linked to three addi
(Oxamyl 42% MUP 81598-XX; Oxamyl 42% SL 83100

tional secondary submissions for new product registrations
-XX; and Oxamyl 24% SL 83100-XX) submitted concurrently with this

application.
Section -
1. Material This Product Will Be Packaged In:
Child-Resistant Packaging Unit Packaging Water Soluble Packaging | 2. Type of Container
Yes* Yes Yes X Metal
X | No X | No X | No bd Plastic
If “Yes" No. per If “Yes” No. per Glass
* Certification must Unit Packaging wt. container | Package wt container Paper
be submitted | Other (Specify) HDPE lined bags
3. Location of Net Contents Information 4. Size(s) Retail Container 5. Location of Label Directions
Label D Container bulk On Label
X __| On Labeling accompanying product
8. Manner in Which Label is Affixed to Product Lithograph D Other
X | Paper glued
Stenciled

Section - IV

1. Contact Point (Complete items directly below for identification of Individual to be contacted,

if necessary, to process this application.)

Name
James Wagner

Title

Agent for Rotam Limited

Telephone No. (Include Area Code)
(302) 635-7290 or jmw@wagnerreg.com

| certify that the statements | have made on this form and all attachmen
I acknowledge that any knowingly false or misleading statement may be punishable by fine or imprisonment or both

under applicable law.

Certification

ts thereto are true, accurate and complete.

2. Signature

?mw V4 //W—

3. Title

Agent for Rotam Limited

4. Typed Name
James Wagner

5. Date

November 21, 2016

6. Date Application
Received

(Stamped)

This is a reproduction of EPA Form B570-1 (Rev. B-94) Previous editions are obsolete.
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SoafFfivon

Submitted Electronically

November 21, 2016 ‘\#1{1\

Wagner Regulatory Associates, Inc.
P.O. Box 640

7217 Lancaster Pike, Suite A
Hockessin, Delaware 15707

Document Processing Desk (REGFEE)
ATTN: Richard Gebken, PM No. 10
Registration Division

U.S. Environmental Protection Agency
Office of Pesticide Programs (7504P)
Room S$-4900, One Potomac Yard
2777 South Crystal Drive

Arlington, Virginia 22202-4501

Dear Mr. Gebken,

Subject: Oxamyl Technical - Application to register a new technical product containing the currently
registered active ingredient Oxamyl - PRIA R333

Wagner Regulatory Assaciates, Inc,, as agent for Rotam Limited (EPA Co, Number 81598), is requesting registration
of the product “Oxamyl Technical”,

Please note that this submission is a PRIA Primary Application that is linked to three Secondary Applications
(R333.2). All four applications are being submitted simultaneously. The Secondary Applications are:

1. Oxamyl 42% MUP
2. Oxamyl 42% SL
3. Oxamyl 24% SL

In support of this request, the following documents are attached:

* Letter from Rotam Limited appointing Wagner Regulatory Associates, Inc. as its agent
Application for Pesticide Registration (8570-1)

Confidential Statement of Formula (8570-4)

Certification with Respect to Citation of Data (8570-34)

Data Matrix (internal and public copies) (8570-35)

Draft labeling

Certification with Respect to Label Integrity

Data transmittal document

Product chemistry and acute toxicity data as listed in the transmittal document

* Acopy of the receipt confirming payment of the required registration fee for R333 - $19,838.

Please do not hesitate to contact me should you have any questions regarding this submission. Thank you in
advance.

Respectfully submitted,

G 4 M

James Wagner

Agent for Rotam Limited
Tel: 302-635-7290

Email: jmw@wagnerreg.com

Enclosures
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February 10, 2015

U.S. Environmental Protection Agency
Office of Pesticide Programs (7505P)
One Potomac Yard

2777 South Crystal Drive

Arlington, VA 22202

Re: Designation of Agent

Dear Sir or Madam:

Rotam Ltd. [:o::\m

This letter serves as notification that ROTAM LIMITED (Firm Number: 81598) has appointed Wagner
Regulatory Associates, Inc. (WRA, Inc.) to serve as its Agent regarding all pesticide registration matters
the company may have with the U.S. Environmental Protection Agency (EPA).

ROTAM LIMITED hereby authorizes EPA to contact any of the following individuals within WRA, Inc. on

behalf of the company:

James M. Wagner

Managing Director

Wagner Regulatory Associates, Inc.
P.O. Box 640

Hockessin, DE 19707

Telephone: (302) 635-7290

Fax: (302) 635-7295

Email: james@wagnerreg.com

Kt Woodall

Regulatory Associate

Wagner Regulatory Associates, Inc.
P.O. Box 640

Hockessin, DE 19707

Telephone: (302) 635-7283

Fax: (302) 635-7295

Email: Ktwoodall@wagnerreg.com

Barbarette Young-Henry
Regulatory Associate

Wagner Regulatory Associates, Inc.
P.O. Box 640

Hockessin, DE 19707

Telephone: (302) 635-7279

Fax: (302) 635-7295

Email: Barbarette@wagnerreg.com

Cheryl R. Wagner

President

Wagner Regulatory Assaciates, Inc.
P.O. Box 640

Hockessin, DE 19707

Telephone: (302) 635-7289

Fax: (302) 635-7295

Email: Cheryl@wagnerreg.com

Carrie Nolan

Regulatory Associate

Wagner Regulatory Associates, Inc.
P.O. Box 640

Hockessin, DE 19707

Telephone: (302)635-7632

Fax: (302) 635-7295

Email: Carrie@wagnerreg.com
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Rotam Ltd. L:O?Am

L)
s ——
"

Autharization to contact these staff members within WRA, Inc remains in effect until such time that
ROTAM LIMITED provides notification in writing of any changes.

Respectfully submitted,

For and on be "'Of
ROTAM LIMITED

)
..c’.lz:/:lnw"’_‘\—
Yifan Wu

Head of Research, Development and Registration Division
Tel: 86-512-5790 3076

Fax: 86-512-5771 8692

Email: yifanwu@rotam.com

cc:. WRA, Inc.

2E " Eade D3z 24 Chore Streer, Chr 'Wan, Hang Kons 62
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S Form Approved OMB No. 2070-0060
i\ } UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
S 401 M Street, S.W.
WASHINGTON, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25
hours per response for reregistration and special review activities, including time for reading the instruction and completing the necessary forms. Send comments regarding the
burden estimate or any other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137),
U.S. Environmental Protection Agency, 401 M Street, S.W., Washington DC 20460. Do not send the form to this address.

DATA MATRIX

Date: November 21, 2016 EPA Reg No./ File Symbol: 81598-XX | Page 1 of 3

Applicant's/Registrant's Name and Address: Rotam Limited Product:
c/o Wagner Regulatory Associates Inc.
P.O. Box 640, 7217 Lancaster Pike, Suite A Oxamyl Technical
Hockessin, DE 19707

Ingredient: OXAMYL

Guideline Reference Guideline Study Name MRID Number | Submitter Status Note
Number
PRODUCT SPECIFIC
Rotam Limited Own
Rotam Limited Own
Rotam Limited Own
Rotam Limited Own
Rotam Limited Own
Rotam Limited Own
Rotam Limited Own
Rotam Limited Own
Rotam Limited Own
Rotam Limited Own
Rotam Limited Own
Rotam Limited Own
Rotam Limited Own
Rotam Limited Own
Rotam Limited Own
Rotam Limited Own
Rotam Limited Own
Rotam Limited Own
Rotam Limited Own
Rotam Limited Own
Rotam Limited Own
Rotam Limited Own
%W % W Name and Title Date
] James Wagner, Agent for Rotam Limited 11/21/2016
Signature
67

EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy



o Form Approved OMB No. 2070-0060
N2 UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
e 401 M Street, S.W.

WASHINGTON, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25
hours per response for reregistration and special review activities, including time for reading the instruction and completing the necessary forms. Send comments regarding the
burden estimate or any other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137),
U.S. Environmental Protection Agency, 401 M Street, S.W., Washington DC 20460. Do not send the form to this address.

DATA MATRIX

Date: November 21, 2016 EPA Reg No./ File Symbol: 81598-XX | Page 2 of 3

Applicant's/Registrant's Name and Address: Rotam Limited Product:
c/o Wagner Regulatory Associates Inc.
P.O. Box 640, 7217 Lancaster Pike, Suite A Oxamyl Technical
Hockessin, DE 19707

Ingredient: OXAMYL

Guideline Reference Guideline Study Name MRID Number | Submitter Status Note

Number
Rotam Limited Own
Rotam Limited Own
Rotam Limited Own
Rotam Limited Own
Rotam Limited Own
Rotam Limited Own
Rotam Limited Own
Rotam Limited Own
Rotam Limited Own
Rotam Limited Own
Rotam Limited Own
Rotam Limited Own
Rotam Limited Own

% M ~ Name and Title Date
7 James Wagner, Agent for Rotam Limited 11/21/2016
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EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy



o Form Approved OMB No. 2070-0060
N2 UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
e 401 M Street, S.W.

WASHINGTON, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25
hours per response for reregistration and special review activities, including time for reading the instruction and completing the necessary forms. Send comments regarding the
burden estimate or any other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137),
U.S. Environmental Protection Agency, 401 M Street, S.W., Washington DC 20460. Do not send the form to this address.

DATA MATRIX

Date: November 21, 2016 EPA Reg No./ File Symbol: 81598-XX | Page 3 of 3

Applicant's/Registrant's Name and Address: Rotam Limited Product:
c/o Wagner Regulatory Associates Inc.
P.O. Box 640, 7217 Lancaster Pike, Suite A Oxamyl Technical
Hockessin, DE 19707

Ingredient: OXAMYL

Guideline Reference Guideline Study Name MRID Number | Submitter Status Note
Number

SYNGENTA CROP PROTECTION, LLC PAY

Greensboro, NC

BAYER CROPSCIENCE LP

Research Tniangle, NC

E. 1 DU PONT DE NEMOURS AND COMPANY
(S300/419)
Wilmington, DE

VALENT U.S.A. CORPORATION
Walnut Creek. CA

SPRAY DRIFT TASK FORCE
AGRICULTURAL REENTRY TASK FORCE
FIFRA ENDANGERED SPECIES TASK FORCE,
LLC.

AGRICULTURAL HANDLER EXPOSURE
TASK FORCE

Washington DC

REINTJES MARINE SURFACE
TECHNOLOGIES. LLC, Great Falls. VA

% M N Name and Title Date
7 James Wagner, Agent for Rotam Limited 11/21/2016
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EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy



Walsh, Michael

From: James Wagner <jmw@wagnerreg.com>

Sent: Tuesday, February 07, 2017 3:06 PM

To: Petrella, Carlyn; Walsh, Michael

Cc: Anna Armstrong

Subject: RE: Oxamyl Technical & MUP Product Data Compensation. Response needed.
Attachments: Rotam Oxamyl Tech and 42% MUP OTPs 30Nov2017.pdf

Dear Carlyn and Mike,
The requested documents are attached.
Best regards,

Jim Wagner
Regulatory Consultant
Tel: (302) 635-7290
Mobile: (302) 530-5745

From: Petrella, Carlyn [mailto:Petrella.Carlyn@epa.gov]

Sent: Tuesday, February 07, 2017 1:57 PM

To: Anna Armstrong <Anna@wagnerreg.com>; James Wagner <jmw@wagnerreg.com>
Cc: Walsh, Michael <Walsh.Michael@epa.gov>

Subject: Oxamyl Technical & MUP Product Data Compensation. Response needed.

Dear Mr. Wagner and Ms. Armstrong;

For your November 21, 2016 submissions for new product applications 81598-RA (Ratam Oxamyl 42% MUP) and 81598-
RT (Rotam Oxamyl Technical), please provide copies of all offers to pay compensation for the data cited in your
applications. Please also be sure to provide evidence of their delivery in accordance with sections 3(c)(1)(F) and/or
3(c)(2)(B) of FIFRA.

Please submit the documents within the next 5 business days.

Thank you far your prompt attention to this matter.

Mike

P2 ool O
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WIRA

Wagner Regulatory Associates, Inc.
P.0. Box 640
7217 Lancaster Pike, Suite A

November 30, 2016 Hockessin, Delaware 19707

Reintjes Marine Surface Technologies
Walter G. Talarek, PC

1008 Riva Ridge Drive

Great Falls, VA 22066

Re: Offer to Pay

Dear Sir or Madam:

Rotam Limited is submitting a registration application to the U.S. Environmental Protection
Agency (“EPA”) for the product "Oxamyl Technical” containing Oxamyl as the active ingredient.
This application relies on the cite-all method of support to satisfy generic data requirements.
Your company is listed on the most recent EPA “Data Submitters List” for this active ingredient.

[n accordance with the Federal Insecticide, Fungicide and Rodenticide Act ("FIFRA") Section
3(c)(1)(F), Rotam Limited hereby offers to pay compensation after the approval of this
application, to the extent required by Section 3(c)(1)(F) for specific and valid data for which
your company is identified by the EPA as an original data submitter and on which this
application relies. Rotam Limited offers to begin negotiations to determine which data are
subject to the compensation regulations of FIFRA and the amount and terms of the
compensation, if any, to be paid for any such data.

Further, if there are any studies that are in
in response to a pending data call-in for
or share in the cost of develop~ - -

progress and that you are required to submit to EPA
Oxamyl, Rotam Limited hereby offers to jointly develop

3(c)(2)(B).

which you seek compensation,
you propose.

SENDER: COMPLETE THIS SECTION
i f d3.
For each study for which EPA ® Complete items 1, 2, an
’ ® Print your name and address on the reverse

COMPLETE THIS SECTION ON DELIVERY
A S f :
= . [ Agent
X E -)‘H/Mﬁ(/{“ﬁﬂMmﬁu

B. Recelved by (Printed Name) C. Date of Dellvery
/227

so that we can return the card to you.
B Attach this card to the back of the mallplece,
or on the front if space permits.

Sincerely,

A

mes M. Wagner
Agent for Rotam Limited
Telephone: 302-635-7290
Email: james@wagnerreg.com

D. Is delivery address different from flem 17 LJ Yes  —

T th Sckiasant foc If YES, enter delivery address below:  [J No

Reintjes Marine Surface Technologies
Walter G. Talarek, PC
1008 Riva Ridge Drive

Great Falls, VA 22066
(Rotam Oxamvl 42% MUP) -f-T—é’CK =

3. Servica Type 0 Priority Mail Expross®
IR0 TR DTN (B s s 5 i e
9590 9402 2267 6225 8969 59 O Gertfod Mal RestrictedDefbvery T Retum Racelptfor
D Colet on Daivery Restictsd Dellvery 5 Sghature Confimatian™
2. Articie Number (Transier from service abe) i St SiraursConrs
7016 2140 0OO0L 1479 BL4E e

PS Form 3811, July 2015 PSN 7530-02-000-8053 _
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WIRA

Wagner Regulatory Associates, Inc.
P.0. Box 640

7217 Lancaster Pike, Suite A
November 30, 2016 Hockessin, Delaware 19707

E.l. Du Pont de Nemours and Company
Manager, US Registration, DuPont
Chestnut Run Plaza, 974 Centre Road
Wilmington, DE 19805

Re: Offer to Pay
Dear Sir or Madam:

Rotam Limited is submitting a registration application to the U.S. Environmental Protection
Agency ("EPA") for the product “Oxamyl Technical” containing Oxamyl as the active ingredient.
This application relies on the cite-all method of support to satisfy generic data requirements.
Your company is listed on the most recent EPA “Data Submitters List” for this active ingredient.

In accordance with the Federal Insecticide, Fungicide and Rodenticide Act ("FIFRA") Section
3(c)(1)(F), Rotam Limited hereby offers to pay compensation after the approval of this
application, to the extent required by Section 3(c)(1)(F) for specific and valid data for which
your company is identified by the EPA as an original data submitter and on which this
application relies. Rotam Limited offers to begin negotiations to determine which data are
subject to the compensation regulations of FIFRA and the amount and terms of the
compensation, if any, to be paid for any such data.

Further, if there are any studies that are in progress and that you are required to submit to EPA
in response to a pending data call-in for Oxamyl, Rotam Limited harehv nffarc tn ininels daceate—
or share in the cost of devel

COMPLETE THIS SECTION ON DELIVERY

3(c)(2)(B). SENDER: COMPLETE THIS SECTION
i A. Signature U/
® Complete items 1, 2, and 3. -
For each study for which E @ print your name and address on the reverse X/ Dk }ll?’ 500Gy O Add
which you seek compensati  so that wla mrd'?mﬁe tt;e ::r; tto h:a:;ﬂplm > et ’;ﬁ = s mw |
a ! i 7, - 4 |
Ll r J;:tgﬁr:r:l; ?rocgt if sopace permits. pda M G560 4l jj’,/{j 2B
1. Aricle Addressed 10; D. s delivery address diffecent from item 17 3 Yes
Si ] - ; v If YES, enter defivery address below; [ No
i E.l. Du Pont de Nemours & Company
‘W x%:ﬂ!h € Manager, US Registration, DuP:ﬂtd
oa
mes M, Wagner Chestnut Run Plaza, 974 C:g';re
Agent for Rotam Limited Wilmington, DE 19 I
! Oxamyl 42% MUP) eclh _
Telephone: 302-635-7290 [Rotam Oxamy T G e s
Emal;james@wagnerregca || DDA DILH [3tsemtommnsonm,  Egammin
9590 9402 2267 6225 8969 66 ggﬂ:ﬂ;‘umm D Return Reoeipt s
[ Signature Confirmation
2. Article Number (Transfer from service fabel) 3 Gotloct on Delvery Restricted Doty 1, oohature Confimation
\iall Restricted Delvery Restricted Defivery
701k 2140 0001 1479 k128 10)

e i
PS Form 3811, July 2015 PSN 7530-02-000-8053 Domesfig Return Receipt )
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Wagner Regulatory Assgciates, Inc,
P.O. Box 640

7217 Lancaster Pike, Suite A
November 30, 2016 Hockessin, Delaware 19707

Agricultural Handler Exposure Task Force
Johnson Management & Consulting, LLC
P.O. Box 509, 1720 Prospect Drive

Macon, MO 63552

Re: Offer to Pay

Dear Sir or Madam;

Rotam Limited is submitting a registration application to the U.S. Environmental Protection
Agency ("EPA") for the product “Oxamyl Technical” containing Oxamyl as the active ingredient.
This application relies on the cite-all method of support to satisfy generic data requirements.
Your company is listed on the most recent EPA “Data Submitters List” for this active ingredient.

In accordance with the Federal Insecticide, Fungicide and Rodenticide Act (“FIFRA") Section
3(¢)(1)(F), Rotam Limited hereby offers to pay compensation after the approval of this
application, to the extent required by Section 3(c)(1)(F) for specific and valid data for which
your company is identified by the EPA as an original data submitter and on which this
application relies. Rotam Limited offers to begin negotiations to determine which data are
subject to the compensation regulations of FIFRA and the amount and terms of the

compensation, if any, to be paid for any such data.

Further, if there are any studies that are in progress and that you are required to submit to EPA
in response to a pending data call-in for Oxamvl Rotam Timitad harabir affare #n inintle Aacnlan

or share in the cost of develo
S

(H

m Complete items 1, £, and 3.
For each study for which EP; ® Print your name and address on the reverse

hich Kk ti so that we can return the card to you,
WHICh you Seek Compensation o xuoch this card to the back of the mailplecs,

COMPLETE THIS SECTION ON DELIVERY

. /7 3 < .
B ed by (Pril :
5& Wﬂﬁ"%

ot 12 S

you propose. or on the front if space permits. oo fem 17 L1 Yoo
: D. Is delivery address different
| 1. Article Addressed to: If YES, enter delivery address below:  [J No
Sincerely. . Agricultural Handler Exp Task Force

/4 W Johnson Mgmt & Consulting, LLC
mes M. Wagner P.O. Box 509, 1720 Prospect Drive
e s Macon, MO 63552

A tam Limited
1'511?}1?;.9}2325;;5-]7290 (Rotam Oxamy| 42% MUPFTeeh.

email: james@wagnerreg<on | [ 1 I RNV 11111

9590 9402 2267 6225 8969 80

2. Article Number (Transfer from service label)

3. Servica Type O Priofity Mail Express®
O Adult Signature O Reglsterad Mall™

O Adult Signature Restricted Delivery DWMHW
D Certified Mail®

e s - g

o on

O Collact on Delivery Restricted Delivery [ Signature Confirmation™

vial
70Lk 2140 0001 1479 kLO98 a4 s Dty Restricted Defivery

. PS Form 3811, July 2015 PSN 7530-02-000-0053

Dorna;gc Return Recelpt
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/ /
“ AN
Wagner Regulatory Assoziates, Inc.
P.Q. Box 640

7217 Lancaster Pike, Suite A
November 30, 2016 Hockessin, Delaware 19707

Bayer Cropscience LP

P.O. Box 12014

2 TW. Alexander Drive

Research Triangle Park, NC 27709

Re:  Offer to Pay
Dear Sir or Madam:

Rotam Limited is submitting a registration application to the U.S. Environmental Protection
Agency ("EPA") for the product “Oxamyl Technical” containing Oxamyl as the active ingredient.
This application relies on the cite-all method of support to satisfy generic data requirements.
Your company is listed on the most recent EPA “Data Submitters List” for this active ingredient.

In accordance with the Federal Insecticide, Fungicide and Rodenticide Act (“FIFRA") Section
3(c)(1)(F), Rotam Limited hereby offers to pay compensation after the approval of this
application, to the extent required by Section 3(c)(1)(F) for specific and valid data for which
your company is identified by the EPA as an original data submitter and on which this
application relies. Rotam Limited offers to begin negotiations to determine which data are
subject to the compensation regulations of FIFRA and the amount and terms of the
compensation, if any, to be paid for any such data.

Further, if there are any studies that are in progress and that you are required to submit to EPA
in response toa pending data c-n'll.in Fav Muaraid Datare L initad havaher affacs bn Safomeles Jeeonl oo
or share in the cost of developi,

3(¢)(2)(B) SENDER: COMPLETE THIS SECTION COMPLETE THIS SECTION ON DELIVERY
® Complete items 1, 2, and 3. A S‘G"j‘_j\“ s é
i ® Print your name and address on the reverse T o 1 Agent
For. each study for which EPA so':hztwam el eal i by X 7 \ L/ ‘,L'j N deaies
which you seek compensation, ® Attach this card to the back of the mallplece, B, na.:atad by(F7ntod(§anm) ; G.ET%DPIWW
you propose, or on the front if space permits. e VAN l '/I X
1 adicla Addrasead fn: D. Is delivery address different from ltem 1?7 [ Yes!
Sincerely. Bayer Cropscience LP If YES, enter delivery addrass below: RNO
/4 W P.0. Box 12014 i
ZT.W. Alexander Drive
mes M. Wagner Research Triangle Park, NC 27709 £
Agle“t for Rotam L‘"“;gg (Rotam Oxamyl 42% MUP\- lech_
Telephone; 302-635- 0 3. Service Typs O Priority Mall Express®
Email: james@wagnerreg.com ”"ml, "Il II”"I” “I HI”"I"' I" ‘ I ’I m B Adun Signature Restrictad Delivery Ewmw
9590 9402 2267 6225 8969 97 gmwwm 2 Py Reoelot or
on ‘ ™™
2. Article Number (Transfer from service labe)) L3 Golact on Delvery Restrctod Datkery . 1 Sloosiurs Confmatar
, 7016 2140 000L 1479 ELll A e Sy
PS Form 3811, July 2015 PSN 7530-02-000-8053 Dome@It Return Receipt
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Waagner Regulatory Associates, Inc.

P.O. Box 640

7217 Lancaster Pike, Suite A
November 30, 2016 Hockessin, Delaware 19707

Fifra Endangered Species Task Force
¢/o Compliance Services International
7501 Bridgeport Way, West
Lakewood, WA 98499

Re: Offer to Pay
Dear Sir or Madam:

Rotam Limited is submitting a registration application to the U.S. Environmental Protection
Agency ("EPA") for the product “Oxamyl Technical” containing Oxamyl as the active ingredient.
This application relies on the cite-all method of support to satisfy generic data requirements.
Your company is listed on the most recent EPA "Data Submitters List” for this active ingredient.

In accordance with the Federal Insecticide, Fungicide and Rodenticide Act ("FIFRA") Section
3(c)(1)(F), Rotam Limited hereby offers to pay compensation after the approval of this
application, to the extent required by Section 3(c)(1)(F) for specific and valid data for which
your company is identified by the EPA as an original data submitter and on which this
application relies, Rotam Limited offers to begin negotiations to determine which data are
subject to the compensation regulations of FIFRA and the amount and terms of the
compensation, if any, to be paid for any such data.

Further, if there are any studies that are in progress and that you are required to submit to EPA
in response to a pending data call-in far Oxamul Rotam [imitad harahw affare ta inintles dncealan

or share in the cost of devel T e
3(c)(2)(B) SENDER: COMPLETE THIS SECTION COMPLETE THIS SECTION ON DELIVERY

= Complete items 1, 2, and 3. A Signaturs 0 gt
For each study for which Ef ® :;il;t] Y?Uv:a ﬂgnwr:tﬂufna&m O?Otl;gum Xm Corripoa~—— [ Addresses
. &l = 3
which you seek compensatic B Attach this card to the back of the malilplece, B. Recelved by (Printed Name) G, BatachDeer,
you propose. or on the front if space pemmits.
1 Anicla Addressed to: D. Is\t}z&éwyadcg:‘mdlﬁmmi%emﬂ g:;s:
it , ant vary alow:
Sincerely, Fifra Endangered Species Task Force P
¢/e Compliance Services International "
A 7501 Bridgeport Way, West l
A;::;i for Rstganrﬁr[.lmlted Lakeweod, WA 35429 I
{Rotam O 142% :
Telephone: 302-635-7290 CaEnTY mup) F12 3. Service Type gwwmw
v {L]
email james@wagnerregeo | [ IINIIIN NI (DDIDH (5205 Skas e s s
O Certified Mall® R
9590 9402 2267 6225 8969 73 ] Certified Mall Restrcted Delivery 01 Roturn Reoelot
[ Collect on Dellvery e g 2
2. Article Number (Transfer from service label) Y 00 o oy Eipeps oy Seahee Gonrmatir
701k 2140 000L 1479 L1135 S Dpuictao ety
. PS Form 3811, July 2015 PSN 7530-02-000-8053 Domestic Retumn Recelpt
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Wagner Regulatory Associates, Inc.

P.0. Box 640

7217 Lancaster Pike, Suite A
November 30, 2016 Hackessin, Delaware 19707

Syngenta Crop Protection, LLC
P0. Box 18300

410 Swing Road

Greensboro, NC 27419

Re: Offer to Pay
Dear Sir or Madam:

Rotam Limited is submitting a registration application to the U.S. Environmental Protection
Agency ("EPA") for the product “Oxamyl Technical” containing Oxamy] as the active ingredient.
This application relies on the cite-all method of support to satisfy generic data requirements.
Your company is listed on the most recent EPA “Data Submitters List” for this active ingredient.

In accordance with the Federal Insecticide, Fungicide and Rodenticide Act ("FIFRA") Section
3(c)(1)(F), Rotam Limited hereby offers to pay compensation after the approval of this
application, to the extent required by Section 3(c)(1)(F) for specific and valid data for which
your company is identified by the EPA as an original data submitter and on which this
application relies. Rotam Limited offers to begin negotiations to determine which data are
subject to the compensation regulations of FIFRA and the amount and terms of the
compensation, if any, to be paid for any such data.

Further; if there are any studies that are in progress and that you are required to submit to EPA
in response toa pending dat:l rallein far Nvamird Datam Timitad havalie affawe bm Jafoalos Ja ot

or share in the cost of devel
SooE. COVPLETE 745 S2C N DN BELEr
® Complete items 1, 2, and 3. T
h study for which EP ® Print your name and address on the reverse
fvogif}?cou see}{( compensatio _ 59 thgt we can retumn the card to you, 4
y PRRS | Attach this card to the back of the mallpiece,
you propose. or on the front if space permils.
1. Article Addressed to:
3 ter delivery address below: [ No
Sincerely. Syngenta Crop Protection, LLC o b it
/4 P.0. Box 18300
M. W 410 Swing Road
mes M. Wagner b ,
e 2 oro, NC 27419
Agent for Rotam Limited ?ﬂrc::smamw 1ok MUP]'FE:DL
Telephone: 302-635-7290 ' = 3. Service Type EE’.‘:’ML& —
bmail:james@wagnerregco || NI I MIIIANIN HIDHININD  |oacs st oo 5 gy s
a mmmm 0O Retumn Recelpt for
9590 9402 1693 6053 6794 45 1 Cortted Mak eet SR
2. Article Number (Transfer from service label) L3 Coled 50 Debvery Rircted Dulry- S bt
Restricted Dell
701k 2140 0001 1479 Blkk "g"“m“"“"“ =
PS Form 3811, July 2015 PSN 7530-02-000-9053 Domesyg Return Recalpt
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WRA

Wagner Regulatory Associates, Inc.

P.O. Box 640

7217 Lancaster Pike, Sulte A
November 30, 2016 Hockessin, Delaware 19707

Valent U.S.A. Corporation
1600 Riviera Avenue, Suite 200
Walnut Creek, CA 94596

Re: Offer to Pay
Dear Sir or Madam:

Rotam Limited is submitting a registration application to the U.S. Environmental Protection
Agency (“EPA") for the product “Oxamyl Technical” containing Oxamyl as the active ingredient.
This application relies on the cite-all method of support to satisfy generic data requirements.
Your company is listed on the most recent EPA “Data Submitters List" for this active ingredient.

In accordance with the Federal Insecticide, Fungicide and Rodenticide Act ("FIFRA") Section
3(c)(1)(F), Rotam Limited hereby offers to pay compensation after the approval of this
application, to the extent required by Section 3(c)(1)(F) for specific and valid data for which
your company is identified by the EPA as an original data submitter and on which this
application relies. Rotam Limited offers to begin negotiations to determine which data are
subject to the compensation regulations of FIFRA and the amount and terms of the
compensation, if any, to be paid for any such data.

Further, if there are any studies that are in progress and that you are required to submit to EPA
in response to a pending data call-in for Oxamyl, Rotam Limited hereby offers to jointly develop
or stareinthecostpfdevelpiweaddimidicrasdiosrurs e taainiie

3 (C) (2J (B). SENDER: COMPLETE THIS SECTION COMPLETE THIS SECTION DN DELIVERY

A. Sl

For each study for which EP. ® Complete “9"131-3-:;: 3. " - - O Agent
which you seek compensatio. ™ Print your name and address on the reverse - 0 Addressee
y p so that we can return the card to you. B. Recelved by (Printed Name) C. Date of Delivery

you propose. ® Attach this card to the back of the mailpiece,

or on the front if space permits. - P I, T
. D. Is delivery address different from itemn
Sincerely, I?YEs.amerdalivery address below:  [J No

/4 W_ Valent U.S.A. Corporation
* 1600 Riviera Avenue, Suite 200

es M. Wagner Walnut Creek, CA 94596

?eglil:}th?:e[?%tgg;;gi;ggﬂ (Rotom Oxamyl 425 MuPIF Tk |
Email: james@wagnerreg.cor 3, Service Type eyl Exreo
AR e
9590 9402 1693 6053 6794 38 Emﬂ?ﬂw Delivery O Retum Recelot for 2
2. Article Number (Transfer from service label) ECovect oh;rm I:I'ellvery Restricted Delivery gggm ggnnm:m
701L 2140 0001 1479 BL73 &,‘"“"‘"“"“WM e D

PS Form- 3811, July 2015 PSN 7530-02-000-3053 Domesgiz Return Receipt
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Wagner Regulatory Associates, Inc,
P.O. Box 640

7217 Lancaster Pike, Suite A
November 30, 2016 : Hockessin, Delaware 19707

Valent U.S.A. Corporation
1600 Riviera Avenue, Suite 200
Walnut Creek, CA 94596

Re: Offer to Pay

Dear Sir or Madam:

Rotam Limited is submitting a registration application to the U.S. Environmental Protection Agency
(“EPA”) for the product “Oxamyl 42% MUP” containing Oxamyl as the active ingredient. This
application relies on the cite-all method of support to satisfy generic data requirements. Your
company is listed on the most recent EPA “Data Submitters List” for this active ingredient.

In accordance with the Federal Insecticide, Fungicide and Rodenticide Act (“FIFRA") Section
3(c)(1)(F), Rotam Limited hereby offers to pay compensation after the approval of this application,
to the extent required by Section 3(c)(1)(F) for specific and valid data for which your company is
identified by the EPA as an original data submitter and on which this application relies. Rotam
Limited offers to begin negotiations to determine which data are subject to the compensation
regulations of FIFRA and the amount and terms of the compensation, if any, to be paid for any such
data.

Further, if there are any studies that are in progress and that you are required to submit to EPA in
response to a pending data call-in for Oxamyl, Rotam Limited hereby offers to jointly develop or
share in the cost of developing such studies to the extent required by FIFRA Section 3(c)(2)(B).

For each study for which EPA considers your company to be an original data submitter and for which
you seek compensation, please identify the data items and any terms of compensation that you
propose.

Sincerely,

A

mes M. Wagner
Agent for Rotam Limited
Telephone: 302-635-7290
Email: james@wagnerreg.com
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A
Wagner Regulatary Associates, Inc.
P.O. Box 640

7217 Lancaster Pike, Suite A
November 30, 2016 Hockessin, Delaware 19707

Agricultural Reentry Task Force
Beveridge & Diamond, P.C.
1350 1 Street, NW

Washington, DC 20005

Re: Offer to Pay
Dear Sir or Madam:

Rotam Limited is submitting a registration application to the U.S. Environmental Protection
Agency (“EPA") for the product "Oxamyl Technical” containing Oxamyl as the active ingredient.
This application relies on the cite-all method of support to satisfy generic data requirements.
Your company is listed on the most recent EPA “Data Submitters List” for this active ingredient.

In accordance with the Federal Insecticide, Fungicide and Rodenticide Act (“FIFRA") Section
3(c)(1)(F), Rotam Limited hereby offers to pay compensation after the approval of this
application, to the extent required by Section 3(c)(1)(F) for specific and valid data for which
your company is identified by the EPA as an original data submitter and on which this
application relies. Rotam Limited offers to begin negotiations to determine which data are
subject to the compensation regulations of FIFRA and the amount and terms of the
compensation, if any, to be paid for any such data.

Further, if there are any studies that are in progress and that you are required to submit to EPA
in response to a pending data call-in for Oxamyl, Rotam Limited hereby offers to jointly develop
or share in the cost of developing such studies to the ext U.S. Postal Service™

3(c)(2)(B). CERTIFIED MAIL® RECEIPT

g Domestic Mail Only
For each study for which EPA considers your company 5
which you seek compensation, please identify the data it -°

For delivery information, visit our website al www.usps.com”

Email: james@wagnerreg.com

o
you propose. -
¢ i [Extra Serv = .
Sincerely, s ool
~ Umwm L3 Posimark
% g [ Gontfed Mat Restrictods Cotvery  § Here
= gmwm 1
mes M. Wagner = ey
Agent for Rotam Limited s
Telephone: 302-635-7290 ru GRS e T
-0
=
o
-

L0, B ZIp 4 T e SRS e s

PS Form 3800, April 2015 psy 7530-02-000-0C47 See Reverse for Instructions
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WRA
Wagner Regulatory Associates, Inc.

P.0O. Box 640

7217 Lancaster Pike, Suite A
November 30, 2016 Hockessin, Delaware 19707

Spray Drift Task Force
McKenna, Long & Aldridge LLP
1900 K Street, NW
Washington, DC 20006

Re: Offer to Pay
Dear Sir or Madam:

Rotam Limited is submitting a registration application to the U.S. Environmental Protection
Agency ("EPA") for the product “Oxamyl Technical” containing Oxamyl as the active ingredient.
This application relies on the cite-all method of support to satisfy generic data requirements.
Your company is listed on the most recent EPA “Data Submitters List” for this active ingredient.

In accordance with the Federal Insecticide, Fungicide and Rodenticide Act (“FIFRA") Section
3(c)(1)(F), Rotam Limited hereby offers to pay compensation after the approval of this
application, to the extent required by Section 3(c)(1)(F) for specific and valid data for which
your company is identified by the EPA as an original data submitter and on which this
application relies. Rotam Limited offers to begin negotiations to determine which data are
subject to the compensation regulations of FIFRA and the amount and terms of the
compensation, if any, to be paid for any such data.

Further, if there are any studies that are in progress and that you are required to submit to EPA
in response to a pending data call-in for Oxamyl, Rotam Limited hereby offers to jointly develop
or share in the cost of developing such studies to the U.S. Postal Service™

HAERR CERTIFIED MAIL® RECEIP
Domestic Mail Only !

= o v TR
For delivery information, visit our website at Www.usps.com

OFFICIAL/USE

For each study for which EPA considers your compa th
which you seek compensation, please identify the dat T3

you propose. T e
T 5
i ra Gorvicas & Foes (check boy, add fse as appropriate)
Sincerely, Bl o et s :
% 3 | [ etum Recsipt {slectronic} s mm'“'"
3 | []Cartified Mall Rostricted Dedvery  §
a gms@-\mmm. | ——
mes M. Wagner 3 ): Clad Snonion Bl it Bebesy ¥
Agent for Rotam Limited B
Telephone: 302-635-7290 =
Email: james@wagnerreg.com e e~
-z .
a
r~-

See Heverse lor Instruclions

PS Form 3800, April 2015 P3N 7530-02-000-9047
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Pesticide Dafé'_s_tﬁ:bmitters Lis:

By Active Chemical Code -Jan 11, 2017

CHEMICAL CHEMICAL NAME

103801

Oxamyl

Company #
100

Companv #
264

Company #
352

Company #
59639

Company #
66607

Companv #
T1755

Company #
733989

Company Address

SYNGENTA CROP PROTECTION, LLC
P.O. Box 18300

410 SWING ROAD

GREENSBORO,NC 27419

Companv Address

BAYER CROPSCIENCE LP

P.O. Box 12014

2 T.W. ALEXANDER DRIVE

RESEARCH TRIANGLE PARK,NC 27709

Companv Address

E. I. DU PONT DE NEMOURS AND COMBRNY |
ATTN: MANAGER, US REGISTRATION, DUPONT
CHESTNUT RUN PLAZA, 974 CENTRE ROAD, PO BC
WILMINGTON,DE 19805

Companv Address
VALENT U.S.A. CORPORATION

1600 RIVIERA AVENUE, SUITE 200
WALNUT CREEK,CA 94596

Company Address

SPRAY DRIFT TASK FORCE
MCEKENNA, LONG & ALDRIDGE LLP
1500 K STREET, NW
WASHINGTON,DC 20006

Companv Address

AGRICULTURAL REENTRY TASK FORCE
BEVERIDGE & DIAMOND, P.C.

1350 I STREET, N.W.
WASHINGTON,DC 20005

Company Address

FIFRA ENDANGERED SPECIES TASK FORCE, L
C/0 COMPLIANCE SERVICES INTERNATIONAL
7501 BRIDGEPORT WAY, WEST

LAKEWOOD, WA 98499

F = A

Edition
S ™\ —
/\_IC‘: E:_—_‘ _)/ v/ _,_ r |
— ;_;-) < r_,"
I - i B S
Data Types
EFF | EXP |EXU | FA | FEP |FRE|OT |PC|RC| TC
¥
Data Types
EFF|EXP |EXU| FA | FEP |FRE|OT |PC|RC| TC
iy
Data Types
EFF EXP | EXU| FA | FEP |FRE|OT |PC|RC| TC
Y b4 Y ¥ ) B0 A S
Data Types
EFF|EXP |EXU| FA | FEP |FRE|OT |PC|RC| TC
g
Data Types
EFF|EXP |EXU| FA | FEP |FRE|OT |PC|RC| TC
Y
Data Types
EFF|EXP | EXU | FA | FEP |(FRE|OT |PC|RC| TC
34
Data Types
EFF |EXP | EXU | FA FEP |[FRE|OT |PC|RC| TC
| ¢
Data Types
EFFlExP‘ExUI FA [ITP |FRE‘OT‘PC‘RC|TC
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Menu

United States Environmental Protection Agency

Search EPA.gov

Pesticide Registration

Share

Contact Us

Petitions Requesting to Extend the Exclusive
Use Period for an/Actlve Ingredient |

Petitions Requesting to Extend the Exclusive Use Period for an
Active Ingredient - FIFRA § 3(c)(1)(F)(i1)

Find more information about exclusive use periods.

l : .
‘ Granted/ | End Date for ‘

P Date Request | Date of
|. e Received Response ‘ Denied | Exclusive Use
I | 4 =
8/11/2008 4/6/2010 Granted 3/15/2012
Acetamiprid | | !
6/2/2009 |
| . =,
|  Azoxystrobin | 9/1/2006 i 1/16/2009 Granted 2/7/2010 )
Boscalid | 8/2/2007 | 11/21/2011 Granted 7/23/2016
|
|
Buprotezin 9/2007 | 8/20/2012 Granted 9/7/2013

https://www.epa.gov/pesticide-registration/petitions-requesting-extend-exclusive-use-perio... 1/33£2017
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FEeutons riea 1o £saolisn New bXclusive Use Periods Tor a Speciiic Commodity | Pestic... Page 1 ot 3

Menu

Sk e e Mo (TESTER

United States Environmental Protection Agency

Search EPA.gov

Pesticide Registration

Share

Contact Us

Petitions Filed to Establish-New Exclusive Use
Periods for(a/Spemﬁc Commodlty

Current as of April 2016

Petitions Filed to Establish a New Exclusive Use Period for a Specific Commodity- FIFRA § 3(c)(1)
(F)(vi)

Find more information about exclusive use periods.

Chemical Date.Request Date of Granted/Denied End Da;lte for
. Received Response Exclusive Use

12/2/2014 4/1/2016 Denied

Cyprodinil
3/31/2015 5/11/2016 Denied

Deltamethrin 9/6/2013 3/11/2016 | Partially Granted | 9/19/2023

Difenoconazole 10/3/2006 8/29/2013 Granted 10/3/2016
12/18/2009 8/29/2013 Granted 12/18/2019

https://www.epa.gov/pesticide-registration/petitions-filed-establish-new-exclusive-use-peri... 1/3192017
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I VP ST TR WY Rotam Limited
Oxamyl Technical - Draft Label

Page 1of3
INSECTICIDE/NEMATICIDE
ACTIVE INGREDIENT: BY WT.
Oxamyl
Methyl N’N'-dimethyI-N-[(methylcarbamoyl)oxy]-1-thiooXamimidate.............oooooooooooooo 97.41%
KEEP OUT OF REACH OF CHILDREN
DANGER/PELIGRO
POISON/VENENO
FIRST AID
Contains an N-methyl carbamate that inhibits cholinesterase.
IF SWALLOWED: * Call a poison control center or doctor immediately for treatment advice.
e Drink 1 or 2 glasses of water and induce vomiting by touching back of throat with finger.
* Do notinduce vomiting or give anything by mouth to an unconscious person,
IFIN EYES: * Hold eye open and rinse slowly and gently with water for 15-20 minutes.
* Remove contact lenses, if present, after the first 5 minutes, then continue rinsing eye,
» Call a poison control center or doctor for treatment advice.
IF INHALED: ® Move person to fresh air.
* |f person is not breathing, call 911 or an ambulance, then give artificial respiration, preferably
by mouth-to-mouth, if possible.
e Call a poison control center or doctor for further treatment advice.
IF ON SKIN OR * Take off contaminated clothing.
CLOTHING: ® Rinse skin immediately with plenty of water for 15-20 minutes.
 Call a poison control center or doctor for treatment advice.

ATROPINE IS AN ANTIDOTE: SEEK MEDICAL ATTENTION AT ONCE IN ALL CASES OF SUSPECTED POISONING
If symptoms appear (see SYMPTOMS), get medical attention.
SYMPTOMS: Oxamyl poisoning produces effects associated with anticholinesterase activity which may include
weakness, blurred vision, headache, nausea, abdominal cramps, discomfort in the chest, constriction of pupils,
sweating, slow pulse, muscle tremors.

NOTE TO PHYSICIAN
TREATMENT: Atropine sulfate should be used for treatment. Administer repeated doses, 1.2 to 2.0 mg intravenously
every 10 to 30 minutes until full atropinization is achieved. Maintain atropinization until the patient recovers. Artificial
respiration or oxygen may be necessary. Allow no further exposure to any cholinesterase inhibitor until recovery is
assured. Do not use morphine or 2-PAM.

HOT LINE NUMBER
Have the product container or label with you when calling a poison control center or doctor, or going for treatment.
For 24-Hour Medical Emergency Assistance (Human or Animal), call: 1-800-222-1222. For Chemical Emergency
Assistance (Spill, Leak, Fire, or Accident), call CHEMTREC: 1-800-424-9300.

Manufactured For: EPA Reg. No.: 81598-XX
Rotam Limited EPA Est. No.:

Unit 6, 26/F Trend Centre

29 Lee Chung Street Net Contents:

Chai Wan, Hong Kong
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
WASHINGTON, D.C. 20460

November 28, 2016
OFFICE OF CHEMICAL SAFETY
AND POLLUTION PREVENTION

OPP Decision Number: D-523784

EPA File Symbol or Registration Number: 81598-RT
Product Name: Oxamyl Technical

EPA Receipt Date: 22-Nov-2016

EPA Company Number: 81598

Company Name: ROTAM LIMITED

JAMES WAGNER

WAGNER REGULATORY ASSOCIATES, INC.
AGENT FOR ROTAM LIMITED

PO BOX 640

HOCKESSIN, DE 19707-

SUBJECT: Receipt of Registration Application Subject to Registration Service Fee
Dear Registrant:

The Office of Pesticide Programs has received your application and certification of
payment. If you submitted data with this application, the results of the PRN-2011-3 screen will
be communicated separately. During the administrative screen, the Office of Pesticide Programs
has determined that this Action is subject to a Pesticide Registration Service Fee as defined in
the Pesticide Registration Improvement Act.

The Action has been identified as Action Code: R333

NEW PRODUCT:;:MUP OR END USE PRODUCT WITH UNREGISTERED SOURCE OF
THE ACTIVE INGREDIENT;REQUIRES SCIENCE DATA REVIEW;NEW PHYSICAL
FORM;CITE-ALL OR SELECTIVE DATA CITATION WHERE APPLICANT OWNS ALL
REQUIRED DATA;

No additional payment is due at this time. If you have any questions. please contact
the Pesticide Registration Service Fee Ombudsman at (703) 308-9362.

Sincerely,
Front End Processing Staft
Information Technology & Resources Management Division
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IFee for Service {995323&~

This package includes the following for Division
* New Registration “AD
% “BPPD
~ Amendment :
*RD
¥ Studies? ~ Fee Waiver?

Risk Mgr. 10

-volpay % Reduction:

Receipt No. S- 995323
EPA File Symbol/Reg. No. 81598-RT
Pin-Punch Date: 11/22/2016

This item is NOT subject to FFS action.

Action Code: Parent/Child Decisions:
5- 495323 £1598 - KT
Requested: | £223
Granted: D 5%% ehdren:. ?Llc}c‘)— L:] 7 & g'f-,(_;(_} L r‘.
2= il 83820 £33 jso-Lir
Amount Due: $ |9 ¢3¢ SA1ISUY  §/5 95 -RA
= Inert Cleared for Intended Use ~®  Uncleared Inert in Product
Reviewer:_ L Fot Date: (| 23 2o

Remarks:
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PRIA 3 — 21 Day Content Screen Review Worksheet
(EPA/OPP Use Only)

2 September 2012
21 Day Screen Start Date: // 22 /e

Experts In-Processing Signature: /(5 £ Date //-2%~/¢ Fee Paid: Yes
Division management contacted on issues No Yes Date
EPA Reg. Number; 3/5? g - ﬁ‘?f EPA Receipt Date: //—2.2 ~/G
Items for Review Yes | No | N/A*
| Application Form (EPA Form 8570-1) signed & complete including package
type /(
Confidential Statement of Formula all boxes completed, form signed, and X
5 dated (EPA Form 8570-4)
a) All inerts, including fragrances, approved for the proposed il i :
uses (see Footnote A)
et 4o Fevrgw
3 Certification with Respect to Citation of Data (EPA Form 8570-34)
completed and signed (N/A if 100% repack) )(
Certificate and data matrix consistent X
[T applicant is relying on data that are compensable, is the offer Y€s ’ no
to pay statement included. (see Footnote B) )< ‘
[f applicable, is there a letter of Authorization for exclusive use only.
4 Formulator’s Exemption Statement (EPA Form 8570-2 7) completed and
signed (N/A if source is unregistered or applicant owns the technical) )\
Data Matrix (EPA Form 8570-35) both internal and external copies (PR 98-5) ?\
completed and signed (N/A if 100% repack)
yes | no
5 a) Selective Method (Fee category experts use) p 4
b) Cite-All (Fee category experts use)
c) Applicant owns all data (Fee category experts use)
6 | 5 Copies of Label (Electronic labels on CD are encouraged and guidanceis | Y
available)
7 : : ; X
Is the data package consistent with PR Notice 86-5 .
8 ; gt : s 4
Notice of Filing included with petitions -
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If applicable for conventional applications, reduced risk rationale

Required Data and/or data waivers. See Footnote C.

a) List study (or studies) not included with application

10
DO‘-“MMO“@}D:: fai)
Comments: Al p{"?‘” o ﬂ:mg /{.‘m?u{f-
'lMﬁ@t( (f\'g
~Tedhnica\, Ve, and Wate, Onl,
No ingts to Poyrews
9-0\1\‘1 “(ﬁ@ (] f(ﬁ, ]
-MR\Y.S00%7¢
W e

Jvemi\ \;m%as@n for )
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*Confidential Statement of Formula may be entitled to confidential treatment*





